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DETAILED ACTION 

Claims 1-9 are presented for examination on the merits. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 6-8 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for inhibiting cancer metastasis, does not reasonably 
provide enablement for preventing cancer and/or cancer metastasis. The specification 
does not enable any person skilled in the art to which it pertains, or with which it is most 
nearly connected, to make and/or use the invention commensurate in scope with these 
claims. 

Applicants have reasonably demonstrated/disclosed that the claimed 
composition is useful for inhibiting cancer metastasis. However, the claims also 
encompass using the claimed composition for preventing cancer and/or cancer 
metastasis, which is clearly beyond the scope of the instantly disclosed/claimed 
invention. Please note that the term "prevent" is an absolute definition which means to 
stop from occurring and, thus, requires a higher standard for enablement than does 
"inhibiting", especially since it is notoriously well accepted in the medical art that the 
vast majority of afflictions/disorders suffered by mankind cannot be totally prevented 
with current therapies (other than certain vaccination regimes) - especially including 
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preventing cancer and/or cancer metastasis (which clearly are not recognized in the 
medical art as being totally preventable). 

Accordingly, it would take undue experimentation without a reasonable 
expectation of success for one of ordinary skill in the art to use the instantly claimed 
composition comprising a soybean Kunitz trypsin inhibitor which would function in a 
manner so as to prevent any and all cancers. 

It is suggested that the claims be appropriately amended so as to remove the 
terms "prevention" and "preventive" therefrom to overcome the above rejection. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 6-9 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 6 is rendered vague and indefinite by the phrase "an indirect indication 
equivalent to indicating that said food product is intended for use in the prevention or 
inhibition of cancer metastasis." It is completely unclear what "an indirect indication 
equivalent to indicating" would be, and there is no additional guidance in the 
specification as to what this phrase means (see page 18, lines 7-12). 
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Claims 7-8 are rendered vague and indefinite due to the phrase "composition for 
anti-cancer and/or cancer prevention and cancer metastasis inhibition." The term 
"anticancer" is an adjective and would need to refer to a noun, e.g., anticancer drug or 
anticancer therapy, in order to make sense in this phrase. Additionally, when several 
different conjunctions (i.e., "and" then "and/or") are used in series, it becomes difficult to 
determine what terms are coupled and what terms are optional. The above phrase 
could mean that the composition is for anticancer [therapy] alone or for the two uses as 
cancer prevention and cancer metastasis inhibition combined, but it could also mean 
that the composition is for cancer metastasis inhibition and additionally either for 
anticancer [therapy] or cancer prevention. 

Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 9 is directed towards a method for the production of a cancer metastasis 
inhibitory composition. The method comprises "employing" a soybean Kunitz trypsin 
inhibitor therein, but "employing" is a very vague and non-descript term and is not an 
active step. Since the claim does not set forth any steps involved in the 
method/process, it is unclear what method/process applicant is intending to encompass. 
A claim is indefinite where it merely recites a use without any active, positive steps 
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delimiting how this use is actually practiced. Please note that the claimed recitation of 
a use, without setting forth any steps involved in the process, results in an improper 
definition of a process, i.e., results in a claim which is not a proper process claim under 
35 U.S.C. 101. See for example Ex parte Dunki, 153 USPQ 678 (Bd.App. 1967) and 
Clinical Products, Ltd. v. Brenner, 255 F. Supp. 131, 149 USPQ 475 (D.D.C. 1966). 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-5 and 7-9 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Maeda et al. (JP 07-010773 - full English machine-translation enclosed). 

A composition comprising a soybean Kunitz trypsin inhibitor is claimed. 
Dependent claims include combining the composition with an anti-cancer ingredient 
and/or cancer preventive ingredient and the composition being a food or a medicine. 

Maeda et al. teach a medicinal composition comprising soybean Kunitz trypsin 
inhibitor (see, e.g., the abstract and the entire machine-translated document). The 
composition is made using soybean whey (see paragraph [0009]) and has Bowman-Birk 
trypsin inhibitors separated from the Kunitz trypsin inhibitors (see paragraph [0007]). 
This agent is further combined with other anticancer compounds (see paragraph 
[0014]). 
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Therefore the reference is deemed to anticipate the instant claims above. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 1 48 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1-9 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Maeda et al. 



Application/Control Number: 10/590,199 Page 7 

Art Unit: 1655 

A composition comprising a soybean Kunitz trypsin inhibitor is claimed. 
Dependent claims include combining the composition with an anti-cancer ingredient 
and/or cancer preventive ingredient and the composition being a food or a medicine. 

Maeda et al. beneficially teach a medicinal composition comprising soybean 
Kunitz trypsin inhibitor (see, e.g., the abstract and the entire machine-translated 
document). The composition is made using soybean whey (see paragraph [0009]) and 
has Bowman-Birk trypsin inhibitors separated from the Kunitz trypsin inhibitors (see 
paragraph [0007]). This agent is further combined with other anticancer compounds 
(see paragraph [0014]). 

Although Maeda et al. does not explicitly teach the composition in the form of 
food, since soybeans themselves are a food product, it would clearly have been a 
natural and obvious choice for a form of the reference composition. 

Accordingly, It would have been obvious to one of ordinary skill in the art at the 
time the claimed invention was made to use the composition as beneficially taught by 
Maeda et al. as a food in addition to a medicine. The adjustment of particular 
conventional working conditions (e.g., determining suitable formulations and/or which 
anticancer compositions to combine with the composition and/or appropriate labeling of 
the food product) is deemed merely a matter of judicious selection and routine 
optimization which is well within the purview of the skilled artisan. 
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From the teachings of the references, it is apparent that one of ordinary skill in 
the art would have had a reasonable expectation of success in producing the claimed 
invention. Therefore, the invention as a whole was prima facie obvious to one of 
ordinary skill in the art at the time the invention was made, as evidenced by the 
references, especially in the absence of evidence to the contrary. 



Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Heather Anderson whose telephone number is (571 ) 
270-3051 . The examiner can normally be reached on Monday-Thursday, 7:30 AM-5:00 
PM, ALT. Friday, EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terry KcKelvey can be reached on (571 ) 272-0775. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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